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Virucldal Efficacy of a Disinfectant for Use on Inanimate Environmental Surfaces 

PURPOSE 
The _pu·rpose olJh!s study Is_ lo evaluate (he .vlrucidal .emc·a:cy of a lest subiitlin~e. fo( r~glslr~llon of a p~odyQI a.s a 
vlr.l/oide. Tfie le.st pfQ.c;!!dllre ls·\P slm\llate I.he way In which the product Is lntenge~ .lo be,us~d. Thls.me!hod ).s. In 
compliance· wilh. ih(l req\i)reme.n(~ cif .arid may be su.bmllt~d to, one or more of the following agencies as foilloa(e'd ·by 
the Sponsor: U.S. Envtronmenlal Pf<itecllon Agehi;Y'1(EPA), Heallh Canada and Australian Therapeutic Goods 
Admlnlslratlon (TGA). 

TEST su·ssTANCE CHARACTERIZATION 
Acc;Qrdlng to·4o·cFR, Part ·1so, SubparlF [160.105) test 6UJ:ista(lce.c.h.ara.ct.e.rlzatlo~ ·11s to !dent.Uy, strenglh,_purity; 
.s6h,1blllly ;ind .cqmposltlqn, ~s appllcabl~. shall be documented before 11!1 .UJ>.e, In this s\udy, The stablllly''(jf. the te:st 
:substan~e shell be:cjeterr:nlned prjci_r to ·ot-i:c;mcurrently w1UI .this study. Pertinent inforniallon, which may.iiff!lcrt.he: 
outcome of this study, shall be communicated In wrl!lng_ fo the Study Director up.on sa_mpte submission io-AccairlillUs 
Lab services. Accuratus Lab services will append Spons.or•Jiro,vtded -0Eli111/ca.t~s of Ani\lysls '(C of A) to lh{s study 
report, if requested and supplled, Characterization and stablllty ·sIudliis not p(liformed follilwhig GLP regtllallon~ 
wlll be noted In the Good Laboratory Practice compliance statement. 

SC~EOULING •AND D1SCLAIME.R Of: WARRANTY 
.Fl(penine)ilal sta~t:t!.ate·s are gen·er~.UY sofled~le.~.on e llrst-come/first--serve basis once Accuratus Lab Services receives 
'lhe Spon·sot ~pprov,ad/cqrriple.i~d ·µr9.tocoJ, slgried fe~ ~ohedule and corresponding test substance(s). Bi!s_ed on all 
required material,s·belng rei:elved_.at thlsJllll~',.lh!! proposed ,e~pe_rlmenfal sta.rt (!}lie I~ S(lp_lemb.er:24, 2015; Verbal 
-re~_ults may._be gtven·upon ·~.omplollon Qf the study wilh a wtjtten report to follow on the proposed ·compl_ellon date of 
o ·~(obei'22,, ~Ot~;' :fo 'exped/t~,s~~f!dulln_g, please be sure.elf required paperwork and test eubslance•~foc~,nenia\lon 
Is complete/accurate.upon arriv~I. al Accµrfltqs Lab Servl_~es. 

·It,a ·lest must be ~peaied, ·or.a por1°Ion of It, because oi falllire by A~~ural~s Lab Se.ivh;es t9 !lilhere to specified 
pi,;,C:eclµie~; It v,,)11 ~-~ repeilted free ~r _Chl!f98. ff a test must lie repea_ied, or a portion .of It, due 19. fallur.e of Internal 
-conlrols, It will lie rej>e1;1_t!l.d 'free of .ch~rge: "MC:1tho~~.D.e,V(llopn,-ont• fees shall be assessed, however, If the test 
l?Ub.stance and/or test.system require modlnca.llons:d(!e· to. complexity and difficulty of testing. 

If the Sponsor requests a repeat test, they will be charged for an additional test. 

Nellher the name of Accuratus Lab Services nor any of Its employees are to be used In advertising or other promotion 
without wrlllen consent from Accuratus Lab Services. 

The ~ponsor Is resp.onslble.fofany reJ.~ct1o·n 9f tl1!',flnal r,~p:ort.~y the reg_~l~to.rya_g~~cy of its sub·mIssion conceriifiig 
report format, ·paglna\lon, etc. To. prevent ·re]eclfon; SPQ.n.l!!)r s_lipul.d ~arefuliy rev1ew·the ·Accuratus ·La~ Services 
flriat re·port ~ii.ti notify Jlic;9uralu_s Lab S.ervi<ies of any perceived aefioiencles i~·\he·~e· are.ai, .b~fore.~librii)~:slim• of lhcf 
rep~it 16 lh~:reglJl~toty a.gefi.cy, ~cour,!l\JJILa~·servlc.es will make reasonable-changes aeemed 11eceiis_a'!Y by \~e 
Sponsor; wllhoul altering· th~ techriloal qata. · · 

JUSTIFICATION FOR SELECTION OFTHE'TEst·svsTEM 
Regulalqry_:agi;?ili:les r13q4lr~ llipt a sp(lcfOc v)rucldal claiin for e .dlslnfeciant Intended· fohise on liatd siirt:ace_s b!! 
supported by appropria(e sc.lenllOc d_ata de(n_o,n~\r~lln.g l~!'·efllo,acY. of t~e lest substance egalnst the claimed.virus. 
Eaoh _ag~ncy. will accept adec;iuate data _gene.(l\ted py MY app.roprl~te J!l~hnlquf In support !>f a virucldal efflcecy 
tlalro. Thl(ls a~:Cgnipllshed by treating the .target virus .with the disinfectant :(test ~tlbstance) under·ooildlllons,· 
which simulate as closely as possible, In the laboratory, .the actual condltlo.ris under wtilch Uie. dlsrnJec(" rit Is· 
designed to be used; Foridlsh;ifec;tant pro~uc.\s)ntenc!e;,d for ~se ·on har.d surfaces (dry, Inanimate environmental 
surfap~s), ·a camllr method Is used In the geneta)lon .. o.f t~¢ supporting vlrological data. The MDCK cell line, which 
suj)po_rts the growth ·or the ~00.9-H1 N1 Influenza A vlrus (Novel H1 N1}, wlll be used In this study. The experimental 
design in this pro.tohqt ro,eel~ t~ese requlreriierits. 
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A m.111. of ylrus·, cl/led on a glass surface, Is exposed to the test substance for a speclfled exposure lime. At the end 
of the exposure time, the vlrucldal and cytotoxic activities are removed from the virus-test substance mixture, and 
the mixture Is assayed for viral lnfeotlvlty by an accepted assay method. Appropriate virus, test substance 
cytotoxlclly, and neutralization controls are run concurrently. 

STUDY DESIGN 
Drfod virus films will be prepared In parallel and used as follows: 

The appropriate number of films for each batch of test substance assayed per exposure time requested. 

The appropriate number offilms for virus control titration (titer of virus after drying) per exposure time requested. 
. ' 

The Inoculated carriers are exposed to the test substance for the Sponsor specified exposure time. At the end of 
the speclOetl exposure time, resuspende~ il)r:u~-t~st s4bstan~~.ml)IIU(Bs will be ~etoxif/ed end made non;virucitdal 
by Immediately adding the contents to a Sepij?dex.gef flllral_lQ!i c;~lu(l'ih (ollpwed by 10-fold !)erlatdllulfon_s In-test 
medium. Each·dllullon Is Inoculated Into Indicator.cell i::ultutes. Tlie resusMncled. v!~us ~pnlro! fllm:.~nde~i:h batch 
of test substance alone will be treated In exactly the same manner. For analysis of lrifecllvlly, i:ulture.s wlll ·be ~e!~ 
for the:·aP,p°topriate Incubation period at the end of whlc_h llm~rcultureswlll be s_~ored""for the presence of ihe.tesf 
virus. Cultures will be monitored at that time for cell viability. Uninfected ln"dlcalor cell cullures will be carried In 
pariilll~I <!,f!d sln1iiar.lY monitored. _For analysis of·cytotoxl~IIY, !He' yl~6Uiiy -~fc~Jture~ ll}oculaied wl!h <;lll_ullons of eac_h 
._test ari~ cy_loto~l.t:f_ty pqntrol will be ~ete_milned. In eddl_Ucm to'the above tltrallons for lnfec\lvlty a·n4 cylofoxlclly, \he 
residua I vlrucldal ao.tlvlty of the t~st_ i;µt?stai)c;/! after r\eutrallz~llon will be determined by adding a low tiler of stock 
virus to each dilution of the test substance (cytotoxlch{coht{ol dilutions), The resulllng mixtures of dilutions are 
assayed for lnfectlvlty In order to determine the dllutlon(s) of test substance at which vlrucldal activity, If any, Is 
retained. 

VIRUS 
The NMexlco/4108/2009, CDC #2009712192 strain of _2009-H1N1 Influenza A virus (Novel H1N1) to be used for 
!thls :stody was obtiilrfod.'from the·center.for Disease Control ancl'F>reve·nuon, 'A\ianta, GA (C.l)C), Sloe~ vlrui;'ls 
.prepared by collectlrig ilje supemi:i,tant c_ul\ure fluid from 75·-109%.lnfect11d cullure cells. The.cells are.disrupted 
:11nd·c1;1II debris-removed by centrllogatloo. The superna{aril lii"re·!'noi/¢d; .. i\l!quole_d, and the hlg_h tlter-_stock vlr_us 
·m.ay b.e sJore9 !11$. 7o•c uritll_ the d~y-of use. Alternate_ melhods of viral pi'opagaltoii mafbe ullllzecl ba~~d on lhe 
:growih requiremeots _oflhe i,fr4.s, The propagi!ll<i!i ·method will be specified In the raw data and In the report. On 
·the day of use the appr~prlate number-of P.llquots·l!re :,~moved, thawed, combined (If applicable) and maintained 
~I? re~lg,era.ie_d ten,peratu(e unJU used 10· the es·say, .Note: If the Sp_oi)_$(lr _requests an organic soil load challenge, 
,(elal boyirie-serum (FB$) or the requ11sted organic soil will be Incorporated Into the stock virus aliquot. The stock 
.virus allq·uot will lie adfu.s\ed to·yleid ilia p!ffce!).1 Qf'!ianlc soil load requested. 

INDICATOR CELL CULTURES 
·Cull11r.~s of MDCK(ca·n1n~ kldoey),c11lts we,~ originally obtained from the Ame,lcantype Cu!lure Colle~.\lon, _M~hassa~. 
VA (ATGC CCL,3.4). ·Tlie .c~l_ls ate propc1ga!~d l?Y I\CCUr~t_u11 Wi~ !,~rvlces ·p_ersonnel. The cells are. seeded lnlo 
,mulllwell c.~11 qulture plates an_d maln_tairied at 36-36°C·ln a ~tirnldllle~fl!im'osp~e.r.e ~f ~-7%·c,;_ot, The c_onnuency ~r 111.8 
cells"will.be eppr9prlat~·forthe test 11tru~. MOCK cells ·oblalned·r,oni an-alternate, reputable source·•rnay b.e use~. The 
source of the cells will be specified In the final report. · 

All cell culture documentation Is retained for the cell cultures used In this assay with respect to source, passage number, 
growth characteristics, seeding densities and the general condition of the cells. 
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The tesl medium used for this assay Is Minimum Essenllal Medium (MEM) supplemented with 0-10¾ (v/v) heat 
Inactivated feial bovine serum. The medium may also be supplemented with one cir more of the following: 10 µg/ml 
gentamlcln, 100 units/ml penlclilin, 2.5 µg/ml amphoterlcln B, 1.0-2.Q r:nM 1,..-glutamlne, and 0.5-6 µg/ml trypsin. The 
composition of the test medium may be altered based on the virus iind/od:ells. The composition of the medium will be 
specified In the raw data and In the report. 

PREPARATfON OF TEST SUBSTANCE 
'The dl.lutlor of tf:!st sub.~t~nce(s) wlff be used as recommended by the Sponsor. The product will be pre-equlffbrated 
to the desired test femperature If applicable. 

PREPARATION OF VIRUS FILMS 
FIims. of lilr_u!i wlll ~e pt\'Pc!red by·spreading 200 µl of virus lnoculum uniformly over the bottom of the appropriate 
number of 100 X 15 mm sterile glass petri dishes (without touching the sides of !he petri dish). The virus wlll be air­
dried at 1o•c.3o•c until visibly dry (~20 minutes). A calibrated timer wlff be used for timing the drying. The drying 
condllfons (temperature and humidity) wflf be appropriate for the test virus for the purpose of obtaining maximum 
survival following drying. The actual drying conditions, drying time and calibrated timer used wm be clearly 
documented. 

One dried virus film per batch of test substance will be assayed unless otherwise requested. 

TEST METHOD 

Preparation of Seph~dex Qel FIitration Columns 
To reduce.the cytotoxlc:"lev¢1 of tliE!°Vfnls,test sub.stance mixture prior to assay of virus, andlor to reduce the vlrucfdal 
level of the test substance, .vii.us. Is separated fiQm "il'ie test substance by flllratlon through Sephadex gel. The type of 
Sephad,ex used will be specified In the final report. On the day of testing, Sephadex columns are prepared by 
ce.n\rifuglr,g the prepared ~ep,h11c!ex gel In sterile syringes for three mlnules to clear the void volume. The columns are 
now ready to be used In the assay. 

Input Vlru!J Control 
On !h·e·,a~y of testing, the stock virus utlllzed In !he assay will be tltered by 10-fotd serlal dilution and assayed for 
lrife"clivlty to determine the starting titer of the virus. The results of this control are for Jnformatfonal purposes only. 

Treatment of Virus FIims with the Test Substance 
For each batch of test substance assayed, the approprlale number of dried virus films are lndlvldually exposed lo a 2.0 
ml aliquot of the use :d.11.ulfon ~f Iha test sul1s,t_a11ce·.(llq1Jld products), or to the amount of spray released under use 
conditions (spray produots) encl held c°Qvered for·lhe specified exposure time(s) and temperature. A calibrated timer 
wlll be used for timing "the exposure. The aotual temperature will be recorded. Just prior to the end of Iha exposure 
time, the plates are Individually scraped with a .ceJI scraper to resuspend the contents and at the end of the exposure 
time the virus-test substance mixtures are _lmmt;f~iately passed through Individual Sephadex columns ulllfzlng the 
syringe ph/nger In-order to. detoxify the mixture. T_ije flffrate: (10-1 dllullon) Is then tllered by serlal dllullon end assayed 
for lnfec_tlv!ty" and/qr cytotoxlclly. To further aid In .the removing of the cytotoxic effects of the test substance to the 
Indicator tell culh.ir_e~. hi~lvl_dual ~llulfoli.s mc!Y be passed through addiUonal Individual Sephadex columns. 

Treatment of Dried Virus Control Film 
The appropriate number of virus fllms11re prepared as described previously for each exposure time assayed. The virus 
control films are run In parallel to the test vlrU_!i but a 2.0 ml aliquot oftest medium Is added In lieu of the test substance. 
The virus control films are held covered and exposed to the test medium for Iha same exposure time and el the same 
e.XPQ.sure ·temperature as the lest iii ms are expci~ed· to .the fos\ ·s~l?s.taijc_e. _A_ \:cl.fib.rated t1m·er will be u~_ed f9r ,lfinln!J _the 
eJ<po·liur.e a)ld the .ac1u11! temperature will be recorded. -Just pdor to the end .of lhe expo·sur~ llnie,.lhE! vl~s mm·s are 
Individually s_cr~pec'I .as _pcey_toV~ly._~e:s9rlbefl_ an_d :ijt th~ ~nd of the el<J)OSUre time the mixtures are lmmedlately passed 
through lndiVldual Sephadex.columns utilizing lhe syilnge pl,l!riger. lhi, flllr!,te (19·1 1mut1on) Is then mered by serial 
dfluUon-and 11ssayed for lnfecllvlly. ff addiUonal .Sephadex colurnos wer~ u~e~ lo f!Jnher-redUce the.cytotoxic elf~9ls In 
the test substance assay, the same dilutions of the virus control will be passed thri>ligh addlUonal lncllvfdual .Se;ih·!!~ex 
columns. 
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· Qyto.to)!lcity Cor:itrol . 
_A 2,0)1'.ll a!lqu_ol-of._ eaoo. balc_ry of!est_ substance (llquld products) or the amount of the test substance recovered 
whe·n spr_ayed onto:a·steril.e-()elrJ dls!'i .(spray products)', Is filtered through a Sephadex column utlllzlng the syringe 
plunger -and the :fiilrate is dll.uie~ serlaJly lri . ii1e!,l[um ·11nd l_noculated Into cell cultures for assay of cylotox)clty 
co11c.orrer:it1y·.wllh Iha virus control and .lesl·subst~ric·e-tr~.at~d vfruts11_nip!e~. fgr sp_ray pr9_dy_i;I~, lhe.c;ytolo).(lolty 
~611\rol, ~1.\1 ~e held ·cove.red for,U1e longest requested exposure. lime 11! the re:tjue~ted,c~po_~u_r~. 1~1.lJ:P~t.~t!)re, A 
callliraled .Umer wlll b:e 1ts.e;d for timing lhe exposure. If addlllon?,I Sephadex columns were use.~ to furlheqed1,1.ce. the 
cylci_toxlc effecls ln llie 'lest substance assay, the same di1(1tlons·_or "the cytoloxlclly conlrol wfll ·be passed through 
aijdli1o·r_ial lncflvldual Sephadex columns. · · 

Assay of Non-Vlrucldal Level ofTest Substance (NeutrallzaUon Control) 
Each dilution of the neutralized test'sub~tance (cytotoxiclty control dllutlohs} wlll be challenged with an aliquot of low 
titer stock virus to determine the dilullon(s) of test substance at whl<ih.Vlrucldal activity, If any, Is retained. Dllullons that 
show vlrucldal activity wlll not be considered In determining reduction of the virus by the test substance. 

Usln_g the oytotoxlclly control dilutions p"repare<l ab'oyl!, an addlU~hal 11et of ln~l~tor-c_ell cultures will be i"noculated 
WIiii a HlO µL ellqu9t of each dlluUim In quadruplicate. A 100 pl allquot"o( jowUter .$1ock·illfl!s will beJnocuJol!!.d 
lnio ·each ·cell Q_ijl\urirv,,ell and the lnd!_ca.lor cell cultures will be Incubated ,Jion!J with tlie test and virus conliol j:il~t~s, 

lnfei;tlvlly ·Assays . 
J'l)e MtlCK tjt!!li lln_e,. which exli_il)Us cylopathic effect (Cf:'E} ln,-the pre~ence -ol 200!!:li11'l1, !nfl11en~a _A _virus 
(Novel H1 N1), will be. li~i!d as .lne lndlccitoq:el_l llne:ln ll)e lnfectlvlty.assays • . Cells tn"-mulllwell c;ul\Ure tlt~l)e.s will be 
Inoculated lh ·quadruplicate wl\h· 100 µL "<if the· dll_ultons pre·p{lre.d from tesl :and ·control" groups. The lnputyirus 
cqntrc;>I will. be Inoculated In duplicate. Unlnfep_le.d JndlcalQr•cEill ¢ultur~s .(cell controls) WIii be Inoculated wllh .test 
hiecflu·m alone. The cultures are Incubated at 36-38°C In a'humldlfitid atmosphere of-6-1% CO2 In sterile disposable 
celi ·dulture labware for apprqxlmalely seven days. Periodically througti"oul the lncubalion time ttie cuitures_'wlll be 
mlcroscoplcally observed J!ir'ihe abs11n.ce .?r presence of ·cpe, cyto_toxlcfly and for .viability. Tlio. observallons will 
be ret:qrded on the ~aw dala worksheets:· only the results from the final observations will be reported. 

DATA ANALYSIS 

Calculation ofTlters 
Viral and cytotoxlclty liters will be expressed as -10910 of the 50 percent tllratlon endpoint for lnfectivlly (TCID60) or 
cytotoxiclty (TC050), respectively, as calculated by the method or Spearman Karber. 

• Log of lstdllutlonlnoculated - [(( Sum of %mort~l~:at each dilution )-o.s J x (logarithm of dilution)] 

Calculatlori_.of L~g Recl11ti1on 
Dried Virus·coi1lio! L~g-in·TCID_so - Test Substance Log10 TCIDso = Log Reduction 

If mulllple dried virus control replicates are performed, the average titer of the replicates will be calculated ;ind the 
average titer will be used to calculate the log reduction in viral tller of the Individual test replloates, 
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Th\! speclall;ed-vlr\l_clda_l_ testing se_otlon of ·AccliretLis. Lab ."Sehilces matnlalri, . ~li!l)dilrc!:Op,e.r;itlng Ptoce~1,1r11s 
(SOPs)te"!all.y!i to . vlru/Jldal -effl9!1"PY testh:1g sludle~. Vlrucldal efflca9y testing Is ·pe"rfol'TTJ<id. l~ .sliich1dl)er(!nce -19 
'these SOPs which· h~ye_ b"e·e~ ·co~stf!irt~d .lg g.(>YE!r al_l iispe_o\s of (he work lnclu.dlng, bul nol lim\ted lo, recelpi, log, 
In, and tracking of blologlc11I rliag_enls. lncludln9 ·virus a!)d c~ll slo~~~ foi' purposes or Identification,. receipt arid us_e 
ofc;Mmlcal re_a9.ents locl.1J.dll)_gcell ctillilrc medium components, etc. These procedures are designed to document 
each step bf· vlr"(1c_ld~I 1;1fflc;icy te_s.lfng studies. Appropriate references to medium, batch number, etc. are 
doc·umented hi iti"e raw d~ta colleol«itl !lO/li:1g th~ c~urse i;>f each study. 

Adclltlohalfy, each· vlrucldat eirtcacy test Is assigned a unique Project Number when the Study Director lnlllales the 
ptciiocol°f9r':\he siudy .. Thls:n,umb~t.ls ·u~od (!)r lde_nti~o.atlon of the test cullure plates,.-~tc. du"rlng·tbe: cou"r"s~ of the 
test. Tes! culture plates.are aIs·o,l11:beled Wl\h re(erenc1(to !he·te,st virus, l!><~erlmonlal start-date, and test product. 
Thes11 measures are des\gnod to·dooument the ldehtlly 9ftlie teijt"syst~m. · 

lvfETHOD FOR CONTROL OF BIAS: NIA 

STUDY ACCEPTANCE CRITERIA 
Oiilftti"e appllp"able !iti:ejjtimc!l ~rlterla and references for the regulatory agency reviewing the data wlll be Included 
In lhe final report. ·· · 

U.~. EPA, Ho·a1th Canada, and Austrailim TGA ·s.ubmtsslon 
A va!ldJ~:sJ ieq~,lr(!:s 1).that_at 111~~14 log,~ or infecUvity be recover!ld from the dried ylius co11trol_fil111; 2) Uiat_wh~n 
cytotoxlclty Is G'-'ldeot, a_l,least a 3-log .rad\lQ_Uo,i In lltcir I~ diimonstraled beyond the cyloloxlc level; 3):that the cell 
controls be negatlve."for tnfeclliilly. lf-~ny of the pfevlou~ requlrem!l:rits are n9l met, the· test may be repeated under 
U1e ·current pro_i~·col number. Note: An elfloaclous producl must domonsJr/lle oomple!1f lii<'fo[ivat_l9n of t~e ylrus a_l 
all dilutions. 

If the lest substance falls to meet the lest acceptance criteria and the dried virus control falls to meet the control 
acceptance criteria, the study Is considered valid and no repeat testing Is necessary, unless requested by the 
Sponsor. 

If any portion of the protocol ls executed lncorrecUy warranting repeat testing, the test may be repeated under the 
current protoool number. 

FINAL REPORT . 
:me reporl•Wlll lnclude,"out riot be lhnitetl·to, lcle_nl[qcallcin of the sample and dale received, dates on which the test 
was Initiated and completed, ldenUrlcatlon of the vlrus .. slraln used and composition of the lnoculum, description of 
cell~. me;dh;1m ai;td ~ea.1i"e·n\s/ d~scrlp.llon of Jhe melhods employed, ta'bulale"d resulls, colculaled titers for !nf~_clivlty 
and oytofqxlclty, :.and a co·oclusl_on.l!s It n:.li!l~s tq._the p,urpose of the l\?-llt; A dralt report may be requested by th!! 
~p9nsor, The··nnal report wlll be preparecl cini:e life _Sponsor has i"!iVlew~d the draft rqport ·~n~ l)otllied the Study 
Director to complete the study. 

PROTOCOL CHANGES 
If I.I becomes necessary· to make changes In the approved protocol, the revision and reasons for change will be 
documented, r!lported·to the Sponsor and wlll become a part of the pe/ir111hent Ille for that study. Similarly, the Sponsor 
will be notlffa.d a~ s_iioh as possible whenever an event occurs that may-have an effect on the validity of the study. 

TEST SUBSTANCE RETENTION 
ife·!lt substance r~tentlon s'1all be the responsibility of the Sponsor. Unused test substance will be discarded 
following study completion unless otherwise requested. 
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All of the original raw <lata,ciev~loped-excl_1Jiffvely _fqr J~ls study shall be archived at Accuratus Lab Service~ for a 
minimum of flve·year$ for GLP studies or-a 111lnlmul'n of six months for all other studies following the study completion 
date. Afler"th_l.s lime, the Sponsor"(Qr tti~ ~ponsor Representative, If appllcable) will be contacted to determine the 
final disposition. These orlglnafdata Include, but are not llmlted to, the following: 

1. All handwritten raw data for control and test substances Including, but not limited to, notebooks, data 
forms and calculations. 

2. Any protocol amendments/deviation n·ollfi!;aJlons. 
3. All measured data used In formulatlnij' ilie final report. 
4. Memoranda, speclncatlons, and other study specific correspondence relallng to Interpretation and 

evaluation of data, other than those documents contained In the flnal s tudy report. 
5. Original signed jirofocol. 
6. Certlned-~opy bf the final study report. 
7. Studfsp·e~IHc SOP.!fevlatlons made during the study. 

Facility Specific Documents 

The following records shall also be archived at Accuratus Lab Services. These documents Include, but are not 
limited to, the following: 

1. SOPs which pertain.lo the.study conducted. 
2. Non study-specific SOP deviations made during the course of this study, which may affect the results 

obtained during this study. 
3. Methods which were used or referenced In the study conducted. 
4. QA reports for each QA Inspection with comments. 
5. Facility Records: Temperature Logs ·(ambient, Incubator, etc.), Instrument Logs, Calibration and 

Maintenance Records. 
6. Current curriculum vitae, training records, and Job descriptions for all personnel Involved In the study. 

eRoPbSED STATISTICAL METHODS: NIA 
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1. Annual Book of ASTM Standards, Section 11 Water and Environmental Technology Volume 11.05 Pesticides, 
Antimicrobials, and AlternaUve Control Agents; Environmental Assessment; Hazardous Substances and OIi Splll 
Response, E1053-11 . 

2. American Society of Testing and Materials (ASTM). Standard Practice for Use of Gel Filtration Columns for 
Cytoloxlclly Reduction and Neutrallzallon, E1482-12 (Reapproved 2017). 

3. U.S. Environmental Protection . Agency, Office of Chemical Safety and Pollution Prevention, Product 
Performance Test Guidelines, OCSPP 810.2000: General Considerations for Uses of Antimicrobial Agents, 
September 4, 2012. 

4. U.S. Environmental Protection Agency, Office of Chemical Safety and Pollution Prevention, Product 
Performance Test Guidelines, OCSPP 810,2200: Disinfectants for Use on Hard Surfaces - Efficacy Data 
Recommendations, September 4, 2012. . 

5. Diagnostic Procedures for Viral, Rlckettslal, and Chlamydia! Infections, Lennelte, E.H., Leonette, D,A. and 
Lennette, E.T. editors. Seventh edition, 1995. 

6. Blackwell, J.H., and J.H.S. Chen. 1970. Effects of various germicidal chemicals on HEP-2 cell culture and Herpes 
simplex virus. J. AOAC 53:1229-1236. 

7, Health Canada, January, 2014. Guidance Document- Disinfectant Drugs. 
8. Health Canada, January, 2014. Guidance Document - Safety and Efficacy Requirements for Hard Surface 

Disinfectant Drugs. 
9. Australian Therapeutic Goods Administration (TGA), February 1998, Guidelines for the Evaluallon of Sterllants 

and Disinfectants. 
10. Australian Therapeutic Goods Administration (TGA), February 1998. Therapeutic Goods Order No. 64: 

Standard for Disinfectants and Sterllants. 
11. Australian Therapeutic Goods Administration (TGA), March 1997. Therapeutic Goods Order No. 64A: 

Amendment to Standard for Disinfectants and Sterllants (TGO 54). 
12. Australian Therapeutic Goods Administration (TGA), July 2006. Draft Guidelines for the Evaluation of 

Household/Commercial and Hospital G.rade Disinfectants. 
13. Association of Official AnalyUcal Chemists (AOAC) Official Method 960.09, Germicidal and Detergent Sanitizing 

Action of Disinfectants Method [Preparation of Synthetic Hard Waler). In Official Methods of Analysis of the 
AOAC, 2013 Edition. 
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STUDY INFORMATION 

i,;I I • 

'All blank sec/Ions 11ifl vennea /j · 1/io'S onsor or.S ·011sor Re · resoiila/ivo as l/11kad lo their~! nafuro unless ofiro,wlso n·otoa: · 
Tnst Stihalance Noma .Loi/Batch.Number 

.resting at the lower certff/ed 11111ft (LCt:.} for the hardest-to-kl/I virus on· your label Is required for registration, 

Product Description 
@ Quaternary ammonia 
D lodophor 

O Peracellc acid 
O Peroxide 

□ Sodium hypochlorlte 
□ Other ___ ____ _ 

Approxl.fl!a!~ i:est Substance Active Concentration (upon submission to Accuratus Lab Services): 
··0.012°. 

(This value Js·us.od for neu/ra/lzat/on planning only. 7hls v«tuo. Is not Intended to represent chor11qted1.sl/on 1io/ljos.J 

Storage Condlllons Hazards 
@ Room'Temperature □ None known: Use Standard Precautions 
□ 2-B"C @' Material Safely Data Shee~ Attached for each product 
□ Other_______ __ □ A.a Follows:, _________ _ 

Product PreP,~ratfon ... 
a No dllullon required; 1U$a as received (RTU) 
@ *DlluUon(s)IQbetested: <,.l'{"'-L l~i~"'""'L_ ~ 

· "j':!18 / ',;;li . defined as 3;-Rml; +_,_'4QG.23=-mla.=,,,_.-s::...J 
(example: 1 o;z/gallon) (amount of lest substance) (amount of diluent) · 

Q Deionized Waler (FIiier or Autoclave Sterlllzed) 
□ Tap Waler (FIiler or Autoclave Sterlllzed) -All lap water Is softened; the waler hardness for the batch of tap 

water used wlll be determined and reported. 
@ AOAC Synthetic Hard Waler: 400 · PPM 
Q Other · 

*Note: An equlvalen( tll/u_tlon. inay be made ·unless otherwise requested by the Sponsor. 

Test Virus: 2009-H1N1 Influenza A virus (Novei H1N1) 

Exposure Tlme:, ___ 5~ro~t=□=ul=e=s _ __,, 

Exposure Temperature: 61 Room temperature (lo be based on regulatory agency of submission) 
Q Other:. _____ 0 c (please specify range) 

Directions for appllcatlon of aerosol/spray products: 
@' Spray Instructions are not appllcable. 

Trigger spray application: 
O Spray carriers using 3 sprays, or until thoroughly wet, at a distance of 6 lo 8 Inches. 
O Spray carriers using _____ sprays at a distance of ___ to __ Inches/cm. (circle one) 

Aerosol spray application: 
□ Spray carriers for ___ seconds, or unlll lhoroughly wet, at a distance of ____ lo _ _ Inches/cm. 

Organic Soll Load 
D 1 % fetal bovine serum (minimum level that can be tested) 
li1f 5% fetal bovine serum ·a other ___ _,.. _______ _ 

Number of Carriers to be Tested 
@ One (typlcal for U.S. EPA submission) 
o Five (required for broad-spectrum vlrucldal claims for Health Canada submission) 

(50<\..A~ ~6 }'iJi '\J. ~s-~ clO)i 
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SPRAY BOTTLES USED IN TESTING (soctlon only appUcab1e for spray pro1focisi 
To ensure expected levels of piodu_cl are delivered, It Is recommended that the Sponsor provide the spray bottles 
used In tesllng. Please Indicate the desired source of the sprayer bottles used In testing: 
□ Sprayer(s) and bottle(s) are provided by the Sponsor 
□ General purpose spray bottle(s) are to be provided by Accuratus Lab Services 
□ The spray nozzie(s) are provided by the Sponsor and general purpose botlle(s) will be provided by Accuratus 

Lab Services 

,REGULAjORVAGENCYfS) THAT MAY REVIEW l>ATA 
li1I U.S. EPA ·· -
□ Health Canada 
□ Therapeutic Goode Administration (Australian TGA) 
□ Not applicable - For Internal/other use only (Efficacy result will be based on U.S. EPA requirements) 

COMPLIANCE 
S.tudy ti>· ~.e performed under EPA Good Laboratory Practice regulations (40 CFR Part 160) and In accordance to 
standard operating procedures. 
@Yes 
0 No (Non-GLP or Development Study) 

PROTOCOL MOblFICATIONS 
0 Approved without modification 
li1I Approved with modlflcallon 

dra ·· e o · · 11 e ub 

PROTOCOL ATTACHMENTS 
Suppt11me~tal lri(om:ial.lqn Form Attached • ltf Yes □ No 

TEST SUBSTANCE SHIPMENT STATUS 
·.(Ttrfs ~so/Joh fa, (Qt !nf¢.in!~l!g(la/purposes-qrify.) 
li1I Test Substance Is already present at Accuratus Lab Services. 
a Test Substance has been orwlll be shlpped'.toAocuratus Lab Services. 

Dale ot.~xp·ec;_t_e.cl recelpt·atAccurafus Lab Services: ________________ _ 
□ Test Substa·nce to b~ hand-delivered (must arrive by noon a.t l~aiit Ol)!)day prtor-to·testtl)g or other· 

arrangements made with the Study director). · · · · 

TESTINGJA9ILITY MANAGEMENT VERIFICATION Of 40 CFR PART 160 SUBPART B (160.311D11 

identity, strength, purlly, and uniformity, as applicable, of the test lots has been orwlll be completed prior to efficacy 
testing: li1f Yes □ No• t:I Not required, Non-GLP testing requested 

If yes, testing was or will be performed following 40 CFR Part 160 GLP regulations: @'Yes □ No* 

Optional lnfotmeUon to complefe as appl!cabie: 
li1I A ·certl,Rca\cHif Analysls (C ·of A) m~y b~ provided for each Jot of test substance. If provided, the 

C of A will be appended to the report. 
Ii?! Testing has been or will be conducted under protocol or study#: 

REK010B0118.CHR.1 

Stability testing of the formulation has been or will be completed prior lo or concurrent with efficacy tesllng: 
li1f Yes a No* □ Not required, Non-GLP testing requE!sted 

If yes, testing was orwlll be performed following 40 CFR Part 160 GLP regulations: ltfYes □ No* 

OoUonal Information to complete as applicable: 
□ TestlnfJ h·as b·een or.Will be coriduc.ted·under protocol or study#: 

•ff tesllng Informal/on Is not provided or Is not performed fol/owing GLP regulations, this will be Indicated In the GLP 
compliance statement of the final report . 
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PROPRIETARY INFORMATION 

THIS DOCUMENT IS THE PROPERTY OF AND CONTAINS PROPRIETARY INFORMATION OF ACCURATUS 
/...AB SERVICES. NEITHER THIS DOCUMENT, NOR INFORMATION CONTAINBD HEREIN IS TO BE 
REPRODUCED OR DISCLOSED TO OTHERS, IN WHOLE OR IN PART, NOR USED FOR ANY PURPOSE 
OTHER THAN THE PERFORMANCE OF THIS WORK ON BEHALF OF THE SPONSOR, WITHOUT PRIOR 
WRITTEN PERMISSION OF ACCURATUS LAB SERVICES. 

APPROVAL SIGNATURES 

SPONSOR: 

NAME: Ms. l<elly Whitehead TITLE: -~R=e=se=a=rc=h~A.,.ss..,·· ""oc..,la .. ' te=-__ ......., 

SIGNATIJRIL~ W-M~ 
PHONE: ·1201) 476 • T/66 EMAIL: kelly.whllehead@rb:com 

For confidenllalily purposes, study Information will be released only to the sponsor/representative signing the 
protocol (above) unless ofher lndlvlduels altl specitlca//y authorized In writing to receive study Informal/on. 

Other Individuals authorized ta receive Information regarding this study: □ See Attached 

Accuratus Lab Services: 

NAME: ti\'v-:j --S. ,N\;•,.\Wc 
Study Director 

SIGNATURE: vK}ta23 /4t~~~ QAJE: 
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